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1. IXI The applicant is hereby notified that the international seiirch report and the written opinion of the International Searching Authority 

have been established and are transmitted herewith. 

Filing of amendments and statement under Article 19: 

The sipplicant is entitled, if he so wishes, to amend the claims of the international application (see Rule 46): 

When? The time limit for tiling such amendments is normally two months from the date of transmittal of the international 
search report. ^ 

Where? Directly to the International Bureau of WIPO, 34 chemin des Colombettes 
121 1 Geneva 20. Switzerland, Facsimile No.: +41 22 740 14 35 

For more detailed instructions, see the notes on the accompanying sheet. 

2. I I The i\pplicani Is hereby notified that no international search report will be established and that the declaration under 

Article 17(2)(a) to thai effect and the written opinion of the International Searching Authority are transmitted herewith. 

3. With regard to the protest against payment of (an) additional fee(s) under Rule 40.2. the applicant is notified that: ^ 

I I the protest together with the decision thereon has been transmitted to the International Bureau together with the applicant's 

request to forward the texts of both the protest and the decision thereon to the designated Offices. 
I I no decision has been maile yet on the protest; the applicant will be notified as soon as a decision is made. 

4. Reminders 

Shortly after the expiration of 18 months from the priority date, the international application will be published by the International 
Bureau. If the applicant wishes to avoid or postpone publication, a notice of withdrawal of the international application, or of the 
priority claim, must reach the Internationa] Bureau as provided in Rules 90^;.y.l and 90bis.3, respectively, before the completion of the 
technical preparations for international publication. 

The applicant may submit comments on an informal basis on the written opinion of the International Searching Authority to the 
International Bureau. The International Bureau will send a copy of such comments to all designated Offices unless an international 
preliminary examination report has been or is to be established. These comments would also be made available to the public but not 
before the expiration of 30 months from the priority dale. 

Within 19 montlis from the priority dale, but only in respect of some designated Offices, a demand for international preliminary 
examination must be filed if the applicant wishes to postpone the entry into the national phiise until 30 montlLS from the priority date 
(in some Offices even later); otherwise, the applicant must, within 20 months from the priority date, perform the prescribed acts for 
entry into the national phsise before those designated Offices. 

In respect of other designated Offices, the time limit of 30 months (or later) will apply even if no demand is filed within 19 months. 

See the Annex to Form PCT/IB/301 and, for details about the applicable time limits. Office by Office, see the PCT Applicant's Guide, 
Volume II, National Chapters and the WIPO Internet site. 
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PATENT COOPERATION TREATY 

PCT 

INTERNATIONAL SEARCH REPORT 
(PCT Article 18 and Rules 43 and 44) 



Applicant's or agent*s file reference 
79982/71 15 


FOR FURTHER see Form PCT/ISA/220 

ACTION where applicable, item 5 below. 


International application No. 
PCT/US04/03605 


International filing date {day /month/year) 
05 February 2004 (05.02.2004) 


(Earliest) Priority Date {day/monlh/year) 
05 February 2003 (05.02.2003) 


Applicant 

PIONEER LABORATORIES. INC. 



This international search report has been prepared by this International Searching Authority and is transmitted to the 
applicant according to Article 18. A copy is being transmitted to die Intemarional Bureau. 

This international search report consists of a total of sheets. 

^ It is also accompanied by a copy of each prior art document cited in diis report. 



Basis of the Report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless otherwise indicated under this item. 

The international search was carried out on the basis of a translation of the international application 
furnished to this Authority (Rule 23. 1(b)). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, see Box No. 



2. 

3. 
4. 



I. 

□ 
□ 

With regard to the title, 

[XI the text is approved as submitted by the applicant. 

I I the text has been established by this Authority to read as follows: 



Certain claims were found unsearchable (See Box No. II) 
Unity of invention is lacking (See Box No. Ill) 



With regard to the abstract, 

I I the text is approved as submitted by the applicant. 



the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box No. IV. The 
applicant may, within one month from the date of mailing of this international search report, submit conmients 

tp this Authority. 

With regard to die drawings, 

a. the figure of the drawings to be published with the abstract is Figure No. 19 



as suggested by the applicant. 

□ 

as selected by this Authority, because the applicant failed to suggest a figure. 

□ 

as selected by this Authority, because this figure better characterizes the invention. 

lyA^il*" the figures is tn hp. pnhlkhed with rhft ah^irrnrf 



Fonn PCT/ISA/210 (first sheet) (January 2004) 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US04/03605 



Box IV TEXT OF THE ABSTRACT (Continuation of Item 5 of the first sheet) 



The technical features mentioned in the abstract do not include a reference sign between parentheses (PCT Rule 8.1(d)). 

NEW ABSTRACT 

inal fixation system (500) is provided that, in one form, includes a coupling member (514) having a cam lock member (518) that is 
tlxed against translation therealong as it is turned with turning of the cam lock member (518)causing an elongate member (16) such 
as a spinal rod to be pushed downward in the coupling member (514) for fixing the rod therein. In another aspect, the rod is fixed 
against a low profile insert (516) that seats in a recess formed in the head of an anchor member (502) projecting from the coupling 
member (514). The insert has an upper surface against which the rod is fixed and that in one fonn is flat to provide for line 
contact against the rod so as to minimize damage tliereto. 



Fonn PCT/ISA/210 (continuation of first sheet(3)) (January 2004) 
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IfN 1 liKiN A 1 lUfN AJj oE/AKCtl KliJrUK I 


International application No. 




PCT/US04/03605 


A. CLASSIFICATION OF SUBJECT MATTER 




rPC(7) A61B 17/58. 17/56 




USCL 606/61 




According to International Patent Classification (IPC) or to both national classification and IPC 


B. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 
U.S. : 606/61. 60. 53, 72, 73 



Documentation searched other than minimum documentation to the extent tliat such documents are included in the fields searched 



Electronic diita base consulted during the international search (name of data base and, where practicable, search teniis used) 



C. 



DOCUMENTS CONSIDERED TO BE RELEVANT 



Category * 


Citation of document, with indication, where appropriate, of the relevant passages 


Relevant to claim No. 


X 


EP 1 .190, 678 A2 (BONO et al,) 27 March 2002 (27.03.2002). See whole document 


1-5.8. 9. 21-23. 27-29 


X. P 


US 6.554.834 Bl (CROZET et al.) 29 April 2003. (29.04.2003). See whole document 


1-3. 9-11. 13. 14, 15, 






17-19. 21-23 


Y,P 










16 


X,P 


US 6,565.565 Bl (YUAN et al.) 20 May 2003 (20.05.2003), See whole document 


1-6, 8, 9. 11 


Y.P 




16 


1 1 Further documents are listed in the continuation of Box C. | | See patent family annex. 



* special categories of cited documents: 

"A" dociuneni defuiing the general state of tlie an which is not considered to be 
of particular relevance 

"E" earlier application or patent published on or after the international filing date 

"L" document which may throw doubts on priority clatm(s) or which is cited to 
establish the publication date of another citation or other special reason (as 
specified) 

"O** document referring to an oral disclosure, use, exhibition or other means 

"P" document published prior to the international filing date but later than the 
priority date claimed 



"T" later document published after the international filing date or priority 

date aiid not in conflict with the application but cited to understand the 
principle or theory underlying the invention 

"X" document of particular relevance; the claimed invention cannot be 

considered novel or cannot be considered to involve an inventive step 
when the document is taken alone 

"Y" document of particular relevance; the claimed invention cannot be 

considered to involve an inventive step when tlie document is 
combined with one or more otlier such documeius, such combination 
being obvious to a person skilled in the art 

**&" document member of the same patent family 



Date of the actual completion of the international search 
07 February 2005 (07.02.2005) 



Date of mailing of the international search report 

24 F EB 2005 



Name and mailing address of the ISA/US 
Mail Slop PCT. Attn: ISA/US 
Conimissioner for Patents 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
Facsimile No. (703) 305-3230 



Authorized officer 
Jessica R Baxter 
Telephone No. 703-308-0858 
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KENNETH H. SAMPLES 

FITCH. EVEN, TABIN & PLANNER Y 
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SUITE 1600 

CHICAGO, IL 60603 



PCT 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 

(PCT Rule 43to.l) 



Applicant's or agent's file reference 

79982/7115 



Date of mailing 



iday/month/year) 9 4 FEB 2^^^ 
FOR FURTHER ACTION 



See paragraph 2 below 



international application No. 


International filing date (day/morah/year) 


Priority date {day /month/year) 


PCT/US04/03605 


05 February 2004 (05.02.2004) 


05 February 2003 (05.02.2003) 


International Patent Classification (IPC) or both national classification and IPC 




IPC(7): A61B 17/58, 17/56 and US CI.: 


606/61 




Applicant 






PIONEER LABORATORIES, INC. 







I . This opinion contains indications relating to the following items: 





Box No. 


I 


Basis of the opinion 


□ 


Box No. 


II 


Priority 


□ 


Box No. 


III 


Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 


□ 


Box No. 


IV 


Lack of unity of invention 


□ 


Box No. 


V 


Reasoned statement under Rule 43/7/\s'. 1 (a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 


Box No. 


VI 


Certain documents cited 


□ 


Box No. 


VII 


Certain defects in the international application 


□ 


Box No. 


VIII 


Certain observations on the international application 



2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will be considered to be a written opinion of the 
International Preliminary Examining Authority ("IPEA") except that this does not apply where the applicant chooses aji 
Authority other than this one to be the IPEA and the chosen IPEA has notified the International Bureau under Rule 66. \bis(b) 
that written opinions of this International Searching Authority will not be so considered. 

If this opinion is. as provided above, considered to be a written opinion of the IPEA. the applicant is invited to submit to the 
IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months from the date of 
mailing of Form PCT/IS A/220 or before die expiration of 22 months from the priority date, wliichever expires later. 

For further options, see Form PCT/ISA/220. 

3. For further details, see notes to Form PCT/ISA/220. 



Name and mailing address of the ISA/ US 
Mai! Stop PCT, AUn: ISA/US 
Commissioner for Patents 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
Facsimile No. (703) 305-3230 



Authorized officer 
Jessica R Baxter' 



Telephone No. 703-308-0858 



Form PCT/ISA/237 (cover sheet) (January 2(XJ4) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/US04/03605 



Box No. I Basis of this opinion 



1 . With regard to the language, tliis opinion has been established on the basis of the international application in the language in which 
it was filed, unless otherwise indicated under this item. 

I I This opinion has been established on the basis of a translation from the original language into the following language 



which is the language of a translation furnished for the purposes of international search (under Rules 12.3 and 23.1(b)). 

2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the 
claimed invention, this opinion has been established on the basis of: 

a. type of material 

I I a sequence listing 

I I table(s) related to the sequence listing 

b. fonnat of material 

I I in written format 

I I in computer readable form 

c. time of filing/ taimishing 

I I contained in international application as filed. 

I I filed together with the international application in computer readable form. 
I I furnished subsequently to this Authority for the purposes of search. 



3. I I In addition, in the case that more than one version or copy of a sequence listing and/or table relating thereto has been 

filed or furnished, the required statements that the information in the subsequent or additional copies is identical to that in 
the application as filed or does not go beyond the application as filed, as appropriate, were liimished. 



4. Additional comments: 



Fonn PCT/ISA/237(Box No. I) (January 2004) 



WRITTEN OPD^IION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 


International application No. 
PCT/US04/03605 


Box No. V Reasoned statement under Rule 43 W5.1(a){i) with regard 


1 to novelty, inventive step or industrial 



applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 



Claims 6, 7, lQ-20, 24-26, 30-37 



Claims 1-5, 8, 9, 21>23, 27>29 



_YES 
NO 



Inventive step (IS) Claims 6, 7. 10-20, 24-26 YES 

Claims 1-5. 8, 9. 21-23, 27-29 NO 



Industrial applicability (lA) Claims l^Z YES 

Claims NONE NO 



2. Citations and explanations: 

Claims 1-5, 8, 9, 21-23 and 27-29 lack novelty under PCT Article 33(2) as being anticipated by EP 1 1 190 678 to Bono et al. 

Bono discloses a spinal fixation system comprising: a bone anchor member (152) having an enlarged head at one end 
thereof; an elongate member (spinal rod not shown in FIGS. 5-7C); a coupling device (head portion 153); a seat of the coupling 
device having a bore about which the seat extends sized to allow the anchor member to extend througli the bore in a plurality of 
orientations with the head engaged against the seat; and a cam lock member (closure cap 140) of the coupling device having a cam 
surface which cooperates to push the elongate member downward with the cam lock member being fixed against translation during 
turning thereof for clamping the head of the anchor member against the seat to fix the anchor member in one of the orientations 
thereof with the elongate member secured between the cam lock member and the anchor member head, wherein the coupling device 
includes a coupling member having an internal lower surface on which the seat is formed and an upwtirdly extending internal surface 
with the cam lock member being tlxed against translation along the coupling member upwardly extending surface to keep the length 
thereof to a minimum (Column 7 lines 23-39), wherein the cam lock member cams against the elongate member and the coupling 
device includes walls extending upward from the seat by a predetennined distance with the camming between tiie cam lock member 
and the elongate member allowing the predetermined distance to be minimized for providing a low profile for the coupling device, 
wherein the cam lock member has a generally aimular body and the coupling device comprises a low profile coupling member having 
an internal lower surface on which the seat is formed and an upwardly extending annular side surface that fits about the annular body 
of the cam lock member with the annular body and annular side surface being free of threading for minimizing size of the coupling 
member, wherein the cam surface has a predetermined configuration so that the cam lock member is rotated by approximately 100 
degrees between locked and unlocked positions thereof, wherein the coupling device includes opposite side walls extending upwardly 
from the seat with die elongate member extending across the coupling device between the side walls, the cam lock member having a 
pair of lipped radial flanges (flange segments 146) and the side walls each including a recess configured to receive a corresponding 
one of the flanges therein to keep the walls from spreading apart as the cam lock member is turned for pushing the elongate member 
downward, wherein the coupling device includes a generally yoke-shaped coupling member having opposite sidew^dls spaced from 
each other and opposing slot openings therebetween through wiiich the elongate member extends (FIG 6B). 

Claims 6, 7, 10-20, 24-26 and 30-37 meet the criteria set out in PCT Article 33(2)-(3), because the prior art does not teach or fairly 
suggest the cam surface having ramped portions to engage the rod surface, an insert bearing against the recess of the anchor member 
in combination with a clamping member that clamps the rod against the flat surface of the insert. 

Claims 1-37 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject matter claimed 
can be made or used in industry. 



Fonn PCT/ISA/237 (Box No. V) (January 2004) 



NOTESTO FORM PCT/ISV220 



These Notes are intended to give the basic instructions concerning the filing of amendments under Article 19. The 
Notes are bas?d on the requirements of the Patent Cooperation Treat\'. the Regulations and the Administrative 
Instmctions under that Treaty. In case of discrepancy between these Notes and those requirements, the latter are 
applicable. For more detailed information, see also the PCT Applicant 's Guide, a publication of WIPO. 

In these Notes. "Article," "Rule*' and "Section" refer tg the provisions of the PCT. the PCT Regulations and the PCT 
Administrative Instructions, respectively. 



INSTRUCTIONS CONCERNING AMENDMENTS UNDpR ARTICLE 19 



The applicant has, after having received the international search report, one opportunity to amend the claims of the 
international application. Ii should however be emphasized that, since all parts or the international application (claims, 
description and drawings) may be amended during the international preliminary examination procedure, there is usually 
no need to file :.mendments of the claims under Article 19 except where, e.g. the apolicant wants the latter to be published 
for the purposes of provisional protection or has another reason for amending the claims before international publication. 
Furthermore, it should be emphasized that provisional protection is available in some States only. 

What parts of the international application may be amended ? 

Under Article 19, only the claims may be amended 

During the international phase, the claims may also be amenceo \ qx further amended) under Article 34 before 
the International Preliminary {Examining Authority. The description and drawings may only be amended 
under Article 34 before the International Preliminary Examining Authority. 

Upon entry into the national phase, all parts of the international application may be amended under Article 28 
or. where applicable. Article 41. 



When ? Wit.iin 2 months from the date of transmittal of the international search report or 16 months from the priority 
date, whichever time limit expires later. It should be noted, however, that the amendments will be considered 
as having been received on time if they are received by the International Bureau after the expiration of the 
applicable time limit but before the completion of the technical preparations for international publication 
(Rule 46.1). 



Where not to fiile the amendments ? 

The amendments may only be filed with the International Bureau and not with the receiving Office or the 
International Searching Authority (Rule 46.2). 

Whiere a demand for international preliminary examination has been/is filed, see below. 



How? Either by cancelling one or more entire claims, by liJding one or more new claims or by amending the text of 
one or more of the claim.** as filed. 

A replacement sheet must be submitted for each sheet of the claims which, on account of an amendment or 

amendments, differs from the sheet originally filed. 

All the claims appearing on a replacement sheet must be numbered in Arabic numerals. Where a claim is 
cancelled, no renumbering of the other claims is required. In 2II cases where claims are renumbered, they must 
be renumbered consecutively (Administrative Instructions. Section 205(b)). 

The amendments must be made in the language in which the international application Is to be published. 

What documents must/may accompany the amendments ? 
Utter (Section 205(b))! 

The amendments must be submitted with a letter. 

The lener will not be published with the international application and the amended claims. It should not be 
con?\ised with the "Statement und?r Article 19(1)" (sec below, under "Statement under Article 19(1)"). 

The letter must be in English or French, at the choice ui the applicant. However* if the language of the 
international application is English, the letter must be in English; if the language of the international 
ap|)lication is French, the letter must be in Frencf^. 



Notes 10 Fomi PtT/lSA/220 (first sheet) (July 1998: reprint April 2002) 



NOTES TO FORM PCT/ISA/220 icontinued) 

The letter must indicate the differences bet^v'een the claims as filed and the claims as ^nje'ided. hmi^^^^^ 
S^^icJiar, Srin connection with each claim appeanngin the mtemational application (.t bemg -iderstood 
that identical indications concerning several claims may be srouped), whetner 

(i) the claim is unchanged: 

(ii) the claim is cancelled; 
(iti) the claim is new; 

liv) the claim replaces one or more claims as nled; 

(V) the claim is the result of the division of a claim as filed. 
The following examples illustrate the manner in which amcadments must be explained in the acconpanying 
letter: 

1 [Where oneinaaiy there were 48 claims and after amendment of some claims there arc 51]: ^ 
"Claims 1 to 29/3 1 , 32, 34, 35, 37 to 48 replaced by amended claims bearing the same numbers; 
claims 30, 33'2Jid 36 unchanged; new claims 49 to 51 added/* 

[Where orieiniEJly there were 1 5 claims and after amendment of all claims there are 11): 
"Claims 1 to 15 replaced by amended claims I to 1 1." 
3. [Where originally there were 14 claims and the amendments consist in cancelling some claims and in 

"Ss"mo'S^ unchanged; claims 7 to 13 cancelled; new claims 15, 16 and 17 added." or 
"Claims 7 to 13 cancelled; new claims 15, 16 and 1 7 added; all other claims unchanged. 

4 fWhere various kinds of amendments are made]: . . . ^ . . , , . . ^ 

"Ss M^^changed; claims 1 1 to 13, 18 and 19 cancelled: claims 14 15 and » ^ repU^^^^^ 
claim 14; claim 17 subdivided into amended claims Ix lo and 17; new claims 20 and 21 added. 

-Statement under Article 19(1)" (Rule 46.4) 

The amendments aiay be accompanied by a statement ^>^P]^"i"g»he amendments an^^^ 

that such amendments might have on the description and the drawmgs (which cannot be amended under 
Article 19(1)). 

The statement wiLil be published with the inieniational application and the amended claims. 
It must be in the language in which the international application is to be published. 
It must be brief, not exceeding 500 words if in English or if "Translated into English. 

It should not be conftised with and does not replace the ler.er indicating the differences between cjaims 
al S and aTamended It must be filed on a separate sheet and must be identified as such by a heading, 
preferably by usimg the words "Statement under Article 19( i).' 

It may not contain any disparaging comments on the intemational search report or the relevance of citations 
comKin mat report. Referenclto citations, relevant to a given claim, contained m the mtemational search 
report may be made only in connection with an amendment of that claim. 

Consequence if a demand for international preliminary examination has already been filed 

If at the time of filing any amendments and any accompanying statement, under Article 1 9, a demand for 
memational orelirnina^ examination has already been subnutted, ^PP'^^^^K^^r^^^ 
tiling the an^end-nents (and any statement) with the International Bureau, also file with the 
Preliminary Exaxi^ming Authonry a copy of such amendments (and of any statement) where 
translation of such ar^endments for the procedure before t^^t Aulhonty (see^R^^^^ and 62.2. first 

sentence). For ftmher information, see the Notes to the demand form (PCT/lPbA/4Ul). 

Consequence with regard to translation of the international application for entry into the national phase 

The applicant s attention is drau-n to the fact that, upon entry into the national P^ase, a transla^on of th^^ 
claims as amended under Article 19 may have to be fUmished to the designated/elected Offices, instead of, or 
in addition to. the translation of the claims as filed. 

For further detaiis on the requirements of each designated elected Office, sec the PCT Applicant 's Guide. 
Volume 11. 



Notes to ForTT. PCT IS A/XO .«t:ond sheet) (July 1998: rcpnr.: April 2vO:i 



